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DETAILED ACTION 



Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-126, drawn to a system and method for predicting a neurological 
event, classified in class 600, subclass 407. 

II. Claims 127-137, drawn to a system for detecting a neurological event, 
classified in class 600, subclass 544. 

III. Claims 138-145, drawn to a device for placing an implant, classified in 
class 606, subclass 108. 

IV. Claims 146-149, drawn to a system for detecting an undesired activity, 
classified in class 600, subclass 300. 

V. Claims 1 50 and 151, drawn to a system for detecting and treating a 
neurological event, classified in class 607, subclass 2. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions II and I are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination does not require 
that the sensed activity precede the neurological event. The subcombination has 
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separate utility such as use without an electrode placed in the brain, but an electrode 
placed on the spine. 

3. Inventions III and I are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination does not require 
that the implant sense activity preceding a neurological event. The subcombination has 
separate utility such as being implanted manually, without a placement device. 

4. Inventions IV and I are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination does not need to 
sense signals indicative of a neurological event. The subcombination has separate 
utility such as not preventing an activity or generating a warning, but recording the 
control signal. 

5. Inventions V and I are related as combination and subcombination. Inventions in 
this relationship are distinct if it can be shown that (1) the combination as claimed does 
not require the particulars of the subcombination as claimed for patentability, and (2) 
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that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the detected signal does not 
need to precede the neurological event. The subcombination has separate utility such 
as use without an external device, but use with another implanted device. 

6. Inventions III and II are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the implant does not require a 
data-recording device. The subcombination has separate utility such as being 
implanted manually, without a placement device. 

7. Inventions IV and II are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination need not be 
implanted in the brain. The subcombination has separate utility such as use without 
preventing an activity or generating a warning, but recording a signal. 



Application/Control Number: 1 0/798,91 9 Page 5 

Art Unit: 3762 

8. Inventions V and II are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination need not be 
implanted in the brain. The subcombination has separate utility such as detecting, but 
not treating a neurological event. 

9. Inventions III and IV are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the implant need not detect 
undesired activity. The subcombination has separate utility such as being implanted 
manually, without a placement device. 

10. Inventions III and V are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the implant need not detect and 
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treat a neurological event. The subcombination has separate utility such as being 
implanted manually, without a placement device. 

1 1 . Inventions V and IV are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination need not prevent 
undesired activity. The subcombination has separate utility such as use without an 
external device, but using an internally implanted alarm. 

12. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, restriction 
for examination purposes as indicated is proper. 

1 3. IN ADDITION TO THE RESTRICTION REQUREMENT, MULTIPLE SPECIES 
MUST BE CHOSEN BELOW. 

14. This application contains claims directed to the following patentably distinct 
species of the claimed invention. If Invention I is elected, one species must be chosen 
from each of the following groups: 

a. One species of distinct detection means must be elected from the 
following: EcoG detecting means, EEG detecting means, DC potential detecting 
means, light detecting means, and acoustic detecting means. 
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b. One species of distinct sensor must be elected from the following: 
movement sensor, pressure sensor, temperature sensor, and magnetic 
resonance sensor. 

c. One species of distinct warning signal must be selected from the following: 
warning that a neurological event is about to occur, time remaining until the event 
occurs, occurrence probability, severity of event, current condition, instructions, 
and stimulation signal. 

d. One species of distinct therapy must be selected: electrical stimulation 
therapy, hyperpolarization therapy, and drug therapy. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, no claims are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 
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Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

15. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Kahelin whose telephone number is (571)272- 
8688. The examiner can normally be reached on M-F, 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571)272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/798,919 Page 9 

Art Unit: 3762 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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